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in the Claims; 



Claims 1-39, 46-49, 65-89 and 80-82 remain pending in the present 



^eatson. 



:-:«ripr;'i:iy 



Based on the Examiner's assertion of the Clynch reference, and the 
specific sections of Clynch cited by the Examiner, Applicants respectfully submit 
that there appears to be a fundamental misunderstanding of the present 
invention, and of the Clynch invention. First, a distinction must be drawn 
between a prosthetic or orthotic, etc, component ("medical device" of Clynch) 
and a prosthesis or orthosis ("medical device" of the present Invention). A 
prosthesis (e.g. , a prosthetic leg), for example, might include components such 
as a socket a liner, a suspension means, knee componentry, a pylon or other 
shin member, an ankle joint, and a foot (the presence of other components is 
also possible). When attempting to assemble such a prosthesis, a prosthefist is 
typically faced with selecting from a multituds of possible products in each 
component category (e.g., 20 different sockets, 30 different pylons, 10 different 
ankles, etc.). This can be the case not only because of the existence of more 
than one manufacturer for. such, components, but also because each 
manufacturer typically offers more than one model of each such component 
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As such, It can be easily understood that the number of possible 
prostheses that can be assembled from various combinations of such 
components may be daunting to say the feast This is the problem that the 
present invention is designed to overcome. That is, based on one or a few 
criteria, the system and method of the present invention can sort through one or 
more databases containing the multitudes of components available with respect 
to a particular prosthesis type (e.g.. leg, arm) and provide one or a number of 
acceptable prosthesis configurations using various eomb^nalbns of qualifying 
components. Such, criteria may Include* lor .example, a prosthesis" of the lowest 
cosh er of the lightest weigh t 

Clynch does net teach or suggest such an invention. Rather* Clynch is 
directed. specifically and only to producing a custom prosthetic socket or other 
similar interface component not to -configuring;- producing or assembling an 
entire prosthesis or orthosis, Specifically, Clynch teaches an improved system 
and method for producing a customized interface (evg*, socket) for a prosthetic or 
orthotic device by; 

casting the surface of a body portion; 

inspecting and marking critical areas of the body portion; 

causing the casting material to harden; 

removing the casting (model) from the body portion; 

scanning the body portion to produce a digitized" image thereof; 

shrinking the digitized image to compensate for the thickness of the 
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casting (model); 

manipulating (e.g. , building up or relieving) areas on trie digitized image to 
conform to critical areas of the body portion: and 

•producing code from the digitized image capable of controlling a moid 
making machine to make a moid of the cast body part, including any areas of 
buiid~yp or relief. 

The mold is then used to produce an -interface, component for the patient 
(SeaCiynch col. 2 V II. 28-48; col 2, line 58 - col. 3 S line 26: claim 1: Figure 1) 

Ciyneh does not, however, teach or suggest a new method for designing, 
configuring or assembling the remainder of a prosthesis (of which the Clynch 
interface Is merely a part). Rather, the remainder of the prosthesis or orthosis 
must still be configured by the known manual method that the present invention 
Is specifically designed to render obsolete. That Is, once a prosthetlst, orthotist 
or other practitioner uses the system and method of Clynch to obtain a 
customized prosthetic or orthotic Interface, the prosfhstlsf/orihotist must still 
manually select the remainder of the components required to assemble the 
overall prosthesis, orthosis, etc. 

Thus, for example, if a patient desires the lightest prosthetic teg possible, 
a prosthefist according to Giyncli would still have to manually look up and 
consider the weight of what may be hundreds of prosthetic knee Joints, ankle 
pints, pylons and other related leg components. The prosfhetist must also 
consider whether each of the components of Interest are compatible with other 
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such components o! interest Consequently, in order to arrive at the best 
possible prosthetic leg configurations), the prosthelist will ha^a had to wade 
through potentially enormous numbers of possible component combinations; 

On the other hand, the present invention afiows a prasthetist or orlhotist to 
easily and automatioaiiy configure one or more prostheses/orthoses based on 
patient preference or needs (a patient attribute), instead of having to undertake 
the arduous manual process described above, TNs is simply not the subject 
matter of Oiynch : as is discussed in mors detail below with regard to the 
Examiner's indyduarrejeeions. 

Mte^nA^ 65-67 and 82 Under •.M.y.tS^Q^§J0gLei 

The Examiner refected claims 31-37, 39, 46-48, 65-6? and 82 under 35 
U,S,C, § 102(e) as being anticipated by Clynch (US 6,463,351 }> As Applicants 
do not believe Oyrsch to teach the subject matter of the rejected claims, the 
rejection is respeetftiy traversed, 

» With respect to independent claim 31 of the present application, the Examiner 

asserts that the claimed subject matter 

querying the digital repositoiy for a subset of medical device 
components based on the at least one patient attribute, the 
subset of medical device components collectively forming a 
medical device meeting the need of the patient 

is taught by Clynch at cot 7 S it 22-44 and 81-65, as well as col 4 ? it 14-39 

thereof. Applicant respectfully disagrees, Oynch at coiumn 4 merely describes 
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fiat prosthetics," orthopedic surgeons, .podiatrists, radiologists and plastic 
surgeons may practice the invention In creating prosthetic devices, orthotic 
devices, etc. This is no doubt true - but the invenibn of Glynch is the creation of 
a custom medical device M@rfa.ee, mi an overall prosthesis. Thus, in order to 
configure the remainder of the medical device, these practitioners are currently 
forced to employ the manual system that the present invention renders obsolete. 
Further, Applicants respectfully request that the Examiner point out where in the 
cited portion of column 4 there appears any reference to a subset of medical 
device components, a digital repository, or the querying of a digital repository. 

Similar^ there is absolutely no mention of a subset of medical device 
components, a digital repository of medical device components, or querying a 
digital repository for a subset of medical device components in column 7, II, 22- 
44 or 81-85 of Clyncb. By referring to line 1.4 ot column 7, it is ciear that the 
language cited by the Examiner describes only the digital Image manipulation 
portion of the Clyncb invention. (See also Fig, 3, referred to therein). Everything 
described m these sections of Clyncb, and shown in Fig. 3, is related to a 
practitioner manipulating the digital image of the cast body part to produce areas 
of relief or build-up in the subsequently manufactured interface component, (See 
cob 1 , It 33-38 for more general description). The referenced sMnk and smooth 
operations, as well as the database storage of default modifications (i.e., pre- 
^efmed image changes), are all functions of image manipulation. Even the 
language of lines 47-52 refers to modifications thai may be made to the digital 
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image fii- order to - produce specific modifications- to the finished ■■ interface- 
component in the stated areas ~ not to medical device components* There Is no 
discussion of a digital repository of medical device components, because Clinch 
is : not concerned 1 with -anything more than a single component a! a time, "Further, 
the database referred to by the Examiner stores only- information .on previous 
changes made to similar digital body part- (model} Images, not.- information on 
medical- devices, 

$ With respect to independent claim 48 of the present application, the ■Examiner- 
makes the same assertions discussed above with respect to claim 31 : and 
further asserts that the claimed subject matter 

means for populating a digital repository with information 
corresponding to a plurality of individual medical device 
components 

is taught by Clinch at ml 4,. It 14-39 and 49-53; and cot 7 S it 61-63 thereof, 
Applicants have already addressed the lack of any such disclosure at cot '4, It 
14-39 and cot 7, It 81-63 of Cfynch,- Cot 4, It 49-53 is similarly lacking in such 
teachings. Rather, this section of C lynch discloses only that a scan facility may 
ho equipped with equipment that allows for the capturing (via scanning) of a 3~ 
dimensional image of a target (body part) surf ace, and for conversion of the 
scanned data into a 3-dlmensional image (see Fig, 3) that may be displayed on a 
computer. Once again, the cited sections of Cfyncft appear to he wholly devoid 
of any reference to a digital repository or to medical device components. 
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* The Examiner makes the same assertions with respect to- independent claim 
$5 as were made with respect to claim 48, As Applicants have already 
discussed the deficiencies of these cited sections above, there Is no need to 
repeat the -arguments here. 

As cm be understood from the foregoing. Applicants have identified clear 
and material differences between Clynch and the subject matter of the rejected 
claims. Consequently, Applicants respectfully submit that Clynch cannot support 
a rejection of claims 31-37, 39, 48-48, 65-87 and 82 under 35 U.S.C. § 102(e), 

Rejection of Claims 1-5, 8-14, 16. 19, 20, 22-30 and 80-81 35 U.S.C. § 103(a) 
The Examiner rejected claims 1-5, 8-14, 18, 19, 20, 22-30 and 80-81 
under 35 U.S.C. § 103(a) as being unpatentable over Clynch' in view of DeBusk 
et ai. (US 8.581 ,204), As Applicants do not believe Clynch in view of DeBusk et 
at to teach the subject matter of the rejected claims, the rejection Is respectfully 
traversed. 

® With respect to independent claim 1 of the present application, the Examiner 

asserts that the claimed subject matter 

a digital repository populated with entries defining a plurality of 
medical device components, each entry associated wfflh an 
Individual medical device component 

is taught .by Clynch at col 4 f I, 14-39 and lines 49-53 as well as col 7, line 61 to 

col. 8 V Hne 10 thereof, and that the claimed subject matter 
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a configurator, mmhanlsm- -configured -to- select a subset of 
entries from the digital repository based on the- at feast one 
patient interview answer indicator in the memory, the subset of 
entries including entries corresponding to individual medimi 
device components thai CQttectiveiy form a medical device 
meeting a need. of- the- patient- 
Is -taught by Glyneh at col. 7, It 22-44 and 81-85. Applicant again respectfully, 
disagrees, Clynch at column 4, It 14-39 and lines 49-53 has been previously 
addressed. Clynch at col. 7, line 61 to col. 8 S line 10, merely expounds slightly 
on the digital image manipulation discussion described by Applicants above. The 
digital image manipulation of Clynch is in no way related to the sorting and 
selection of multiple medical device components contemplated by the present 
invention. The cited sections of Clynch, like the remainder of said reference, are 
simply devoid of such teaching or suggestion, and the Examiner does not appear 
to have cited Dehusk in the rejection of claim 1 . 

Applicants have again Identified clear and material differences between 
Clynch and the subject matter of the rejected claims. Consequently, Applicant 
respectfully submits that Clynch cannot support a rejection of claims 1-5. 8-14, 
16, 19, 20, 22-30 and 80-81 under 35 U.S.C. § 103(a). 

Response to Arguments 
Applicants reiterate the foregoing comments with respect to paragraphs 
1 1 -21 of the present office action. Applicants assert that most of the Examinees 
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rejections of Applicants previous arguments appearing in paragraphs 11-21 have 
been addressed above. However, Applicants would ike to specifically point out 
that 

- in paragraph 11, the body portions referred to by the Examiner are 
human • •.body portions that may be scanned and imaged according to the 
Invention of ■■ Clyneh. They are not medical devices nor medical device 
components and, thus, their relevance is not apparent to Applicants; 

~ in paragraph 12, the patellar tenon bar, head of fibula .and posterior wall 
extension referred to by the Examiner as Medical components" and appearing In 
col. 7, II. 44-52 of Clynch, are In actuality various anatomical features of an 
amputated lower leg. These are human body part features, not "medical 
components"; 

» in paragraph 13, the tubular modeling material referred to by the 
Examiner is not a medical, device or a medical device component Rather, the 
modeling material is a casting material that Is temporarily placed on a patient's 
body part to . produce the 3-dlmensional model that is eventually scanned, 
digitized and manipulated. As the modeling material does not remain on the 
patienfs body, nor become part of the resulting Interf ace component there would 
be no reason for the practitioner or anyone else to ask the patient whether the 
tubular modeling .material is comfortable or suits the patient's lifestyle; 

- in paragraph 14, the scan data file referred to by the Examiner is not a 
stored patient attribute (weight, height, activity level, prosthesis weight 
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preference, etc,)* Rather, the file the Examiner refers to is sirop^ a saved digital 
image of the cast model, either before or after manipulation by a practitioner; 

- in paragraph 15, Applicants reassert the same argument: operating a 
CAD software package to manipulate a 3-d.imsnssonai image of a body part (Le,> 
to produce areas of build-up or relief sn the finished interface component) Is 
clearly not the same as. querying a database of medical device components -In 
relation to selecting acceptable components for the construction- of a prosthesis* 
Shape/size manipulation of.a '3-dimensionaf Image is simply 'not- the same as, or 
even related to s sorting and selectively choosing components from a database of 
components based on predetermined criteria; 

« in paragraph 16, Applicants again stress that this section of Clyrich 
teaches only that an interface component created according to the described 
invention may be subsequently used in the -assembly of,- e,g>, a prosthesis or 
orthosis. However, it is not taught or suggested that the invention can be used to 
create an overall prosthesis or orthosis. Rather, the manual configuration 
technique that the present Invention seeks to render obsolete 'would! currently 
need to be practiced In order to create a compete prosthesis or orthosis. 
Further, the Invention of ■ Clynch is directed: only to the interface component of 
such a device. As the remainder of such a device does not contact the patient, It 
shouid be obvious that the invention of Clynch would not be applicable to other 
components; and 
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~ m paragraph 21, tse pull down menu options referred to by the Examiner 
are noting more than melius that allow for a practitioner to perform particular 
manipulations of the 3<fimenslonal digital Image of the modeled body part (much 
like the pull down menus of any CAD software package alfow tor the specific 
manipulation of a drawing modal). Contrary to the Examiners bellei these 
menus nor the software associated therewith, have anything whatsoever to do 
witli selecting a subset of medical device components from a digital repository 
thereof. 

For these reasons, and in light of the preceding arguments, Applicants 
respectfully submit that there Is a misunderstanding of the present invention and 
of the invention described in Clynch. As such* Applicants respectfully request 
that the Examiner reconsider and reverse the pending rejections during further 
prosecution of the present application, At the very least, Applicants respectfully 
request thai in light of the significant differences between the present invention 
and Ciynch that have been identified herein ; the Examiner revoke the final status 
of the present office action, 



Applicants have distinguished the subject matter of the present invention 
over the teachings of the references cited as prior art by the Examiner, 
Therefore, Applicants respectfully submit that the present application Is now In 
condition for allowance, and entry of the present amendment and allowance of 
the application as amended Is earnestly requested, If, however, the Examiner 



CONCLUSION 
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maintains the refections, entry of the present amendment Is respectfully 
requested as reducing the number of Issues and placing this -application in better 
condition for appeal 

Telephone inqy^ry to the undersigned in order to clarify or otherwise 
expedite prosecution of the present application Is respectfully encouraged. 



Respectfully submitted, 



Date: i1/08/200§, By; . ,/Eric M Oayan/ 

Eric M Gayan 

Registration No, 46,103 
Standley Uaw Group LLP 
495 Metro Place South 
Suite 210 

Dublin, Ohio 43017-5319 
Telephone: (614) 792-5555 
■Facsimile; (814) 792-5536 
E-mal:ega^an#standteyyp,ooni 



